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Applicant's amendments and comments, received September 12, 2008, have 
been fully considered by the examiner now of record. The following is a complete 
response to the September 12, 2008 communication. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 8, 1 1 , 12 and 32-34 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Edwards et al (6,258,087). 

As best shown in Figures 70 and 71, Edwards et al provide an endoluminal Gl 
device that includes an elongate shaft (284) for placement in the Gl lumen, a plurality of 
suction ports (306) substantially aligned along the shaft and connected to a source of 
suction, and electrodes (312) disposed on the shaft in proximity to the suction ports for 
introduction into tissue and delivery of RF energy. The examiner maintains the 
electrodes are inherently capable of "leaving an identifiable mark" on an outer surface of 
the Gl lumen. As see in Figure 71 , the surface tissue is held immediately adjacent the 
electrode tip and the vacuum port. While Edwards et al may disclose in other 
embodiments that the intention is to create deeper lesions below the mucosal surface, 
the device remains inherently capable of leaving marks at the surface by controlling the 
depth of penetration of the needles and/or the amount of energy delivered through the 
electrodes. That Edwards et al may prefer a deeper lesion below the surface does not 
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preclude the Edwards et al device from being used to create surface lesions, particularly 
in the embodiment of Figures 70 and 71 where the needle remains so close to the 
tissue surface given the angle of penetration. Edwards et al also disclose an inflation 
element (288,290). As addressed in the previous Office action, Edwards et al inherently 
provides for a suction pump at the proximal end, and also includes a handle assembly 
with pull wires. 



Response to Arguments 

Applicant's arguments with respect to the pending claims have been considered 
but are moot in view of the new ground(s) of rejection. 

In view of applicant's amendments which further clarified the positional 
relationship between the suction port and the "means for leaving a mark" (i.e. electrode) 
the examiner now of record is using the embodiment shown in Figures 70 and 71 to 
reject the claims. As addressed in the rejection above, applicant's assertions that the 
Edwards et al device is used to create sub-mucosal lesions is not deemed relevant to 
the structure being claimed. While Edwards et al may indeed prefer to leave 
submucosal lesions and achieve this effect by providing an insulating coating on the 
electrodes, the examiner maintains the Edwards et al device(s) remain inherently 
capable of leaving surface marks simply by partially deploying the electrodes so that the 
insulated portion is not inserted into the tissue. Moreover, the embodiment of Figures 
70 and 71 provide the tissue and electrode is such a manner that the electrode remains 
close to the surface of the tissue (see Figure 71 ). Providing sufficient power would 
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inherently create a surface mark, as would partial deployment of the electrode such that 
it remained closer to the surface tissue. There is no express discussion in Edwards et 
al of the use of the insulated coatings on the electrodes in this particular embodiment. 

It is also noted that applicant has not substantively argued the merits of the 
dependent claims, particularly claims 32-34. The examiner now of record maintains that 
the Edwards et al device inherently provides a suction pump as is evident from the 
disclosure, and Edwards et al also provide a handle with pull wires as set forth in claim 
34. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Jaffe et al (2002/0161281) disclose another endoscopic device 
that includes a rigidifying mechanism similar to that intended by applicant. It is noted 
that the applicant's specification fails to disclose the particular structure of the rigidifying 
means, other than to incorporate the subject matter by reference, and also fails to show 
this structure in the drawings. Jaffe et al is cited merely to demonstrate that such a 
feature is generally known in endoscopic devices. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (571) 272- 
4770. The examiner can normally be reached on Mon-Fri from 7am-4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael Peffley/ 

Primary Examiner, Art Unit 3739 

/mp/ 

December 19, 2008 



